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DETAILED ACTION 

Examiner acknowledges receipt of amendment filed 1 1/07/03. Claims 1-21 and 28-30 
are pending. 

Claim Rejections - 35 USC§112 

1. The rejection of claims 1-21 and 28-30 under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is not maintained because amendment to claim 1 removes the 
"non-saccharidic" qualification of a polysaccharide. 

Claim Rejections - 35 USC§102 

2. Claims 1-18, 20, 21 and 28-30 remain rejected under 35 U.S.C. 102(b) as being 
anticipated by El et al. (WO 98/08897, English translation provided by applicants). 

Applicants argue that the El disclosure is directed to cross-linked co-polymers based on 
non-cross-linked polycarboxylic polymers containing at least one polycarboxylic 
polysaccharide; the copolymer contains at least one polycarboxylic polysaccharide and at 
least one non-polysaccharidic polycarboxylic polymer. 2) Applicants further state that 
the instant copolymers prepared according to the instant process are cross-linked and 
excludes possible heterogeneities in the copolymer of the reference. 3) Furthermore, 
applicants state that the building elements of the instant copolymer are non-cross-linked 
polycarboxylic copolymers whereas the building elements in the reference are non-cross- 
linked polymers where one is a polysaccharide and the other is a non-polysaccharide. 
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3. Applicants' arguments filed 1 1/07/03 have been fully considered but they are not 
persuasive. 

Regarding applicants' first assertion, it is respectfully noted that applicants' copolymer 
comprises at least one non-cross-linked polysaccharide and at least one non-saccharidic non- 
cross-linked polymer. 

Regarding point 2, it is noted that instant claim 1 is a product by process where the 
process is a reaction between non-cross-linked polycarboxylic copolymers and a cross linking 
agent and this is the process of the reference. Secondly, the reference does not permit the 
presence of heterogeneities since the copolymers in both the instant claims and in the reference 
are made up of the same building blocks. Although instant claim 1 is a product by process claim 
and "product-by-process claims are limited by and defined by the process, determination of 
patentability is based on the product itself. The patentability of a product does not depend on its 
method of production. If the product in the product-by-process claim is the same as or obvious 
from a product of the prior art, the claim is unpatentable even though the prior product was made 
by a different process." In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985). 

Regarding point 3, the building elements of the copolymer of the reference are the same 
as that of the instant claims as is defined in instant claim 1, lines 3-5. 
The rejection : 

El discloses cross-linked copolymers that are based on non cross-linked polycarboxylic 
polymers and cross-Unking agent, which has at least two amine functions; the cross-linked 
copolymer comprises at least one polycarboxylic polysaccharide and at least one non cross- 
linked polycarboxylic polymer that is not a polycarboxylic polysaccharide (page 1, line 16 to 
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page 2 line 5). The non cross-linked polycarboxylic polysaccharide is selected from 
glycosaminoglycan, pectinic acid (pectin), alginic acid, carboxymethyldextran, 
carboxymethylcellulose (page 2, lines 6-1 1 and 21-24) and these polysaccharides are not 
polycarboxylated. Non-polysaccharide polycarboxylic polymers are selected form 
poly(glutamic acid), poly(aspartic acid), poly(acrylic acid), poly(methacrylic acid) and 
EUDRAGIT L and S (page 2, lines 11-15). The cross-Unking agents are selected from 
polyamines, triamines, and diamines, proteins, polylysine, chitosan and melamine and spermine, 
and hexanediamine is specifically disclosed diamine (page 3, lines 6-19). El discloses 
degradation of the polycarboxylic polysaccharide in the composition by the flora of the colon 
(page 7, lines 1 and 2). El also discloses a method of preparing the cross-linked polymer where 
the method comprises reacting the non cross-linked polycarboxylic polymers in the presence of 
an activator and a cross-linking agent that comprises at least two amines, in an aqueous medium 
(page 4, lines 3-7). The activator is selected form carbodiimides, quinoline and mixed 
anhydrides (page 5, lines 12-23). The composition of El comprises active ingredients such as 5- 
aminosalicylic acid, antineoplastic agents, antispasmodic and chemotherapeutic agents (page 7, 
lines 8-19), and inert support or excipient, which is at least one cross-linked co-polymer (page 6, 
lines 1-3). The teaching of El meets the limitations of the claims. 
4. Claims 1-18, 20, 21 and 28-30 remain rejected under 35 U.S.C. 102(e) as being 
anticipated by Lambert et al. (US 6,229,009). 

Applicants contend that Lambert is a national phase of El and thus the arguments are the 

same and thus the rejection should be withdrawn. 
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5. Applicants' arguments filed 1 1/07/03 have been fully considered but they are not 
persuasive. 

The Lambert reference is prior art and since applicants state that the argument is the same 
as that presented for the El reference, the response provided above is therefore the same. The 
rejection is this maintained. 
The rejection : 

The Lambert reference has common inventors with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S. C. 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
CFR 1. 132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 37 CFR 1.131. 

Lambert discloses cross-linked copolymer that is based on at least one non-cross-linked 
polycarboxylic polysaccharide and at least one second non-cross-linked polycarboxylic polymer 
that is not a polycarboxylic polysaccharide (abstract). The non-cross-linked polysaccharide is 
selected form glycosaminoglycans, pectinic acid, alginic acid, carboxymethyldextran and 
craboxymethylcellulose (column 1, lines 49-56). The non-saccharidic polycarboxylic polymer 
is selected from poly(glutamic acid), poly(aspartic acid), poly(acrylic acid), poly(methacrylic 
acid and EUDRAGIT L and S (column 1, lines 57-62). The cross-linking agent comprises at 
least two amine functions and examples are polyamines, triamines, diamines, proteins and 
hexadiamine is an example of a diamine (column 2, lines 20-39). Lambert also discloses a 
process for preparing the cross-linked copolymer and the process comprises reacting non-cross- 
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linked polycarboxylic polymers with the cross-linking agent that has at least two amine 
functions, in the presence of an activator and the reaction is carried out in an aqueous media 
(column 2, line 52 to column 3 line 36). The activator is selected from carbodiimides, quinoline 
derivatives or mixed anhydride (column 3, lines 37-54). Lambert further discloses a 
pharmaceutical composition that comprises at least one active agent, at least one cross-linked 
copolymer as an inert support or excipient (column 3, lines 59-66); the composition is 
degradable by the flora of the colon and can be directly administered at the level of the colon 
(column 4, lines 25-32 and 40-47). See also claims 1, 2 and 4-21 . The teachings of Lambert 
meet the limitations of the claims. 

Claim Rejections - 35 USC § 103 
6. Claim 19 remain rejected under 35 U.S.C. 103(a) as being unpatentable over El et al. 
(WO 98/08897) in view of Heidel et al. (US 5,219,971). 

Applicants gave a combined argument for this rejection and the rejection under 35 USC 
102. Since no separate argument is presented for this rejection, the response presented above for 
the El reference applies to this rejection. The rejection is reiterated below. 

El clearly teaches the cross-linked polymers of the instant application except that the 
reaction of the non-saccharidic polymer with the polysaccharide is not done in an inert 
atmosphere. However, Heidel discloses grafting olefinically unsaturated carboxylic acid onto a 
polysaccharide in the presence of nitrogen (abstract, column 4, line 65 to column 7 line 13 and 
example 1). Therefore, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to prepare the cross-linked polymer of El in aqueous medium. One 
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having ordinary skill in the art would have been motivated to prepare the polymer in the absence 
of air with the expectation of polymerizing the non cross-linked copolymers. 

Double Patenting 

7. Claims 1, 4-6, 9-12, 14, 17, 18, 20 and 21 remain rejected under 35 U.S.C. 101 as 
claiming the same invention as that of claims 1, 2, 4-9, 13, 14, 16, 17 and 18 of prior U.S. Patent 
No. 6,229,009. This is a double patenting rejection. 

Applicants state that the subject matter of the instant claims is patentably distinct from 
US 6,229,009 and thus the rejection should be withdrawn based on applicants' discussion 
of the El reference. 

8. Applicants' arguments filed 1 1/07/03 have been fully considered but they are not 
persuasive. 

Claim 1 is identical in scope compared to claim 1 of US 6,229,009 even though the 
wording between the claims is slightly different. Note that claim 1 is a cross-linked copolymer 
prepared from a reaction between a cross-linking agent that has at least two amine functions and 
non-cross-linked polycarboxylic copolymer where the non-cross-linked polycarboxylic 
copolymer comprises at least one non-cross-linked polysaccharide and at least one non- 
saccharidic non-cross-linked polymer and where at least one of the non-saccharidic non-cross- 
linked polymer is polycarboxylic. 

9. Claim 13 remain rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claim 1 1 of U.S. Patent No. 6,229,009. 

Applicants presented no arguments regarding this rejection and as thus the rejection is 
reiterated. 
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An obviousness-type double patenting rejection is appropriate where the conflicting 
claims are not identical, but an examined application claim not is patentably distinct from the 
reference claim because the examined claim is either anticipated by or would have been obvious 
over the reference claim. See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 
1998); In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 
887, 225 USPQ 645 (Fed. Cir. 1985). Although the conflicting claims are not identical, they are 
not patentably distinct from each other because claim 13 is generic to all that is recited in claim 
1 1 of US 6,229,009. That is claim 1 1 of US 6,229,009 falls entirely within the scope of claim 
13, or in order word, claim 13 is anticipated by claim 1 1 of US 6,229,009. 

Other Matters: The amendment to claim 1 necessitates the observation below. 

The insertion of "when" after "and" in line 5 of claim 1, renders the lines 5-7 of claim 1 

incomplete. Clarification and correction are respectfully requested. 
10. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1. 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Blessing M. Fubara whose telephone number is (571) 242-0594. 
The examiner can normally be reached on 7 a.m. to 3:30 p.m. (Monday to Friday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on (571) 272-0602. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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